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~j\t i rf* v rrT ^t?pt 

Sff feHt, 14 1994 

rfl.iri Pf. 811 (n) --nVrfrr sftr wot *rmV Pm, 
194 5 =TjT -Jib wftn mttP mi Prt Mitim Pmi Mir sm-M svfafa 
sfiT inntH rrr<nft wfPPm, 19411 (19 0 tt 23 ) m?t «m 
12 aftt oft 33 # Trromn:, ^ wrs, mram, 
Yffl 2 , Sit 3, 3MSY (i). STfPS 22 Miw'O, 1994 P HT'.TT 
wny aT pR Tk*TiT MFIT®! 931 iHM (tllW PnTFT) 
^TTfir^RTlt. TTT.MrT.Pf. 112 (*), ffrftMT 22 MTmt, 1994 
-,1T1 lOTpfPT ftiMTTOIMT, frfTtM TFT TniY «TpRpff it, ftR* 7TTtP 

sTftPra $P Mft Twmr l m wrtw it, ffrrcft Tt*m nftntr 
5T8T1T "lit PMTW Ttr Pf MM Pt, TTP5 ftpt Tpt STMfP M7t tOrrPTf 
irr <p5 -.turn sfiT »jm Mttf nt «t i 

art-? tiw mP ttPttt 9-5-94 tP mt-tot lit mrati orn ft 

JTt 'Mi' I 

afti -4,15 ^ sit-tp: it rjirr stm Pmi t t T tot it mr 
(TTpPf «ft' rjHTMT T r fMMTTT MR ftWT t I 


tti:, *r, te'n thtfr, ■jmtt nfsrPm mP etpt 12 mV 

5 JITT 33 3 TTT W-T irfcT'if ft ipm "fTpi ,* 17 , Ptlfa d+Pt'fP 

t.-otstr -ft.' if 'TTi'-T’-f Mr 'TJ-ipi srVifcT apt mm mmit Pm, 
19-15 mt utr Prim Mm % fap fiPTfirfro Pm mft & 
Tmfrr ■-- 

1. (l) wr Pmr m;i >iPm m mfa 'utr jimteh (msrf 
traltw) Pm, 199 4 si i 

2 . ( 2 ) ii "*Tsm ir -.qrr'Ti^r mP frn'w m 3 sr-Tof yi’t i 

2 ifpif-j Jt’K w<J 3 mifr Pm, 1945 3 (fm fnit 
TffC iw?pt Pm M33 wr 3 ), Pith 13-1 -V nri3 M3, 
f^Rprf^rr Pirn pit Tmnrr, mtoP^ : — 

“134. 5Tr,nJ-T mtfr P Pw, fPf Wrt pirvi th irPn 

PptP PV otrpt mtf> P, 'mkPPt me ejPt ( mtiwtfirT 

IRT MI. : 4707 WT 1) 5p3 TI^PV IT3T PrPTpWPWf, ^'f 

IpT 4 ^ 1 -Pt P fm VtH 7 , ttt aiV 5 Pn'MT ?lP I 

rraruM ttT'-.rfi P sijRr ^mirr PPm KiPPre Pm at? 

SfTffiW MrrPPw TM if : — 

(i) TtraPn; frwmrs % ifm P PmPrt mPre pPr 153 
m I P wf it ttPot Mff {{Pit i 
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(ii) $ ft '-i TOTO TOu TO fh if TO wr 
& TO*: TOl I 

(iii) TOTO mg* % TO t; ft if TOTO TO & TOr 
TO rnjtf irfe rr to r ift rrr ?r TOrr TO » 

3. wr fmff if, Frw 144 ^ *rrr qr fTOPTOr frrr 

FOT TP^TT, ?prfff : - 

“144. ftrf^T TOt if TOr TOf if W JTCTlH mt '47 
iTOfTO rr rjfflw TOV *ft TO spmiF HiTOt qrr f^rPr^W 
TO fnTT ^TT^tt TOT 'TPCTO TTFFF TOT rTOTOTO ST.'.ITT, 
4707 'TO i) TO Un^ft r3nn firfrRrc kflf TO TOqif 
% fTO wr, 7>r TO rTO t i rmr if, r^rr *pjjrn 
TO TOfrqr rr TO irnjITO qTOrrr tf if : - 

(i) TOffw 5 t*wpww *f ff h frrfrr TOTO rftr 
w TO if ft ‘TO if *tTO rrf TOt i 

(ii) TO »t7 »F if TO r FfFT TO rT FFff if TO TO 
if TO^ nff i[Frr i 

( iii) TOji pa^fr ri rn f ^TiFt TO it ITO 
TOT m^ r f TO ^ *iw if Ft to r TOr: r?T 
TO ;’ 

4, ^FT fTOft $ TOt 149 if, "TOrre TO if *J*RT TO 

TOttt qr tot fro<dfrihi nsuTO ft to TOtk 

TOf ^teht 7 ft qfrsrarn: -<wg wiTO & fft TO TOTO TOi, 

^ wrrr tt ‘ f jpfif, TO ifk TOrr r w TO rnfr ft TOr 

vfFTrT-tCT qtfTOr TuTOr FT TO r *?:.', TO TOrTOif 

^rar TO TOTO " w TO mTO i 

6. OTt from if, *TF?jrT F ^ TO 1 Ft if TO TO 
TOt £ tftf qr fTOftrpgrcTO, TO rfk mn TO ^njif, (.ftf- 

‘TOTOtF rm TOJ 3T0 -TTOVftftrn m.^T. : <1707 (TO 
l) -198H if fr <r£ OTfiJ-T TOwt &lk 7H^ 4 t. 

TO TO TOTT, Tift TO tr^T't r F7 TO ” 1 

[^ uw-noH/io/y3-^. to qiTO^ ; T] 

TOvt to, TOft TOs 

TOH TO TTOn TOift f*lTO [ 04Pi, l’S-79 ^7 TT1 
TT^ftfer FT if TO qE^nv, ^it^t (fitto ttto) 'To j?: 
if fTOr TOftr TO imr<rr prrwr, TOTtot TO TOm (fr. if. 
afr^J TO TOTOfTOr #, lifter ^ i to?to ^ Drrrnr ^ 
■tot % vTarTs* to II ^r(3)(i) if toITO fTOrfTOiT qfu- 
jrn TOTO fw ^ — 

1, fTf.*PT *1"*T „ 12-11, fTTfl^r G-1(M J79 
2- fTT.TTT.fir. l 2 42,TTfPT IMTM970 

3 , ^rr.qrrTO, 1 24 .t,TOTO 6-101979 

4, ?TT.TT.ffT. 1281, TOFT 17-10-79 

5 , fTT.^T.fT. 430 , 19-1-80 

6, sivr—^T—Pr 779 , TO.TT 16-7-GO 

7 , TU.tFT.fa. 540(?r),nrfT^ 22‘9-SO 

K. fTT.q^T.fir. 680, TOn? 3-12-80 

9. HT.’ffT.fa. 68l(«r),TOW 5-12-80 
]0. fTT TO, G82(W), Vrrft^T 5-1 >S<) 

11 . ht.ttTO, 27(^),TOfi 17 - 1-81 

12. tfT.*T.fa. 47S(W) I TO|TT OfV-M 
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13 . ffr.qfiTO. esf^r),TOkf 1 s- 2-82 

14. Trr.qrrTO. 462(^r) f mTOr 22 - 6-82 
75- TO*T.ft\ 5lO(?T) ( TOkT 26-7-82 

16. ^T.9fT.fvT. I 3 (’IT) j TOF5 207-82 

17. *tt.^tTO. 3l8(TT),?TnTT 1-5-84 

1 R- ^fT-Tr fir. 331 (’g) l TOrn 9-5 -si 

19. fTT.qfTTO. 460 (sr), TOFT 20-6*84 

20 . *fr.*TTO. 437(^),frrTOr 2 - 7 - 6.1 

21 . Hr.qrrTO Rg(?r) ( TOkr 16 ->’R 5 

22 . frr.qfr.fr. 7S8(ff),rrd^ io-n»-*s5 

23 . rr n.Fr. i7(^),TOni 7 -i-hi; 

24 . J fr qr.f-r. iO‘i9(sr),TOta 2 &->sg 

25 . trrFnr.fr. i06o( ? t) j TOtar 5-9-86 
2 G. TTT.qTT Ft. 1 1 15(^),0rTO 30-9-8h 
27- fTT.TT.fr. 71(31), rrTO ;ifM'K7 

28 . rr.-Trr.fr. 570 (Tr),frrTOr i2 -g-s7 

29. TOn.fr. 626(sr), TOpT 2-7-87 

30. rr.nTO. 792('sr),rrTO i7-y-s? 

31. rTn.fr 371 ,( 14 ) mTO" 14-3-38 

32. TOnTO. 75(r),TO}*T 2-^88 

33 . rr.n fr. 675 (tt), nTOr 2-o-«.s 
m, rr.qrT.fr. 076(^f),rfTOr 2->ss 
35 . tTT.n.fr. G77(xr),cnrf^ 2 - 6-88 
36 7TT.nr.fr. 68 1 (tt), nTOt 6 -6-aS 
37 . TOTT.fr. 735(^r),mTO' 24-6-S8 
3S- rr.n.fr. 813 ( 54 ),TOni 27 - 7 -ss 

39 . rr n.fr. 944 (^t), TOkr 21-9-38 (^T^m) 

40, fTT. TT . fT, 4 3(r),mTOr 20-1-89 (F|toRT) 

4 j. rr.n.fr. 44 (w),rrft^ 20 -i-R‘J (wfew) 

42 . rr.TT.fr. 100 (r),rrd^ u-2-89 (ttF™) 

43 . 3Tr.qr.fr. 443(TOTOt^ 12 - 4-39 

44. rrn.fr. 588 (?r),rrTO 2 - 0-99 (TOrr) 

45 . 7rr.qr.fr 09i(ir),mTOr n-7-so 

46. FT.TT.fr. 7S4( , r),rTff^ 23-8-89 

47 . toft fr. 1 e(?r),TOk i-io-ro 


48. 

TT 

.n.fr - 

73i(^r),ar^ 2 3-s-so 

4 0. 

rT 

.rr.fr. 

S65(w), ^Ttfr^ 25-10-90 

50. 

rr 

.qr.fr. 

11 (sr),grrfl^r 7 - 1-91 

51. 

n 

.qr.fr. 

19-1-91 

52- 

TT 

.rr.fr. 

24t;(w),?rrfar 1 - 5-91 

53- 

n 

.qrTO. 

30 i(w),!rrd^ 7 -G -91 

5 4. 

TTT. 

.n.fr. 

302(w), mtfa' 7-6-91 

5 5. 

n, 

n.fr. 

40l(w),?tTffW 25-7-91 

56. 

rr. 

qr.fr. 

495(w),irrftiar 25 - 7-91 

57- 

n. 

rr.fr. 

532, (ir)trrfl^ 14-8-91 

58. 

TTT, 

TO.fr. 

626(w),nrdw 14-10-91 

50. 

n, 

TO.fr. 

6CS(w), arfrtl 7-11-91 

60. 

FT 

toTO. 

730(^),mfW 10-12-91 

61. 

FT. 

toTO. 

59 ( 11 ), 22-1-92 




[ATfl 11—W— 

3(i)l 

02- 

flr.OT.fr- 

30 5(fl),flr0^ 4-3-92 (SjfaflW) 

6 3. 

flT.OT.fr. 

445(a), 30-4*92 


flr.OT.fr. 

597(fl) I flTCfrT i 7- G- 9 2 

6 5- 

flT.OT.fr. 

663(*r),flm*T >7-92 

66. 

AT. OT.fr. 

723(a), OTTfrr 1 1-8*92 

b7. 

flT.OT.fr. 

79e(fl),flTffrr 1-10-92 

OH. 

flT.OT.fr. 

17-11-92 

LD. 

flr.OT.fr. 

90 2-12-92 

70, 

flr.OT.fr. 

923(fl), flT^ 14-12-92 

71. 

flr.OT.fr. 

2 7(a), flirrfl 22-1-93 

7 2 * 

flr-OT.fr. 

2s(fl), 22-1-93 

7 3- 

flT.OT.fr. 

S6(fl), 26-2-93 

7 4. 

flr.OT.fr. 

296(A), flRfa 24-3-93 

7 5. 

flr .OT.fr. 

373(A), flfrfrT 13-4-93 (''itaMq ) 

76. 

flr.OT.fr. 

37 1(a), APIA 13-4-9 3 (SjfrflA) 

7 7, 

flT.OT.fr. 

447(A), 10-6-93 

78, 

flr.OT.fr, 

65fl(fl),flTCPI 10-10-93 

7 9. 

flriOT.fr. 

673(a), flrftrr 27-10-93 

SO, 

flr.OT.fr. 

I08(fl), flfrfa 22-2*94 

91, 

flT.OT.fr- 

109(a), flirts 22*2-94 

HZ> 

flr.OT.fr, 

, 370 (A) flrftaT 7“4-94 

S3- 

flT.OT.fr 

, 466(fl), flrfM 17-5-94 

K4. 

flT.OT.fr. 

615(A) 9-S-94 


iFi : TOiarrT 


been taken into consideration by the Central Gov¬ 
ernment. 

Now, therefore, in exercise of the powers con¬ 
ferred by the Sections 12 and 33 of the said Act, 
the Central Government, after consultation with 
the Drugs Technical Advisory Board, hereby 
makes the following rules further to amend the 
Drugs and Cosmetics Rules, 1945, namely:— 

1. (1) These rules may be called the Drugs 
and Cosmetics (VIHth Amendment) Rules, 1994. 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), for rule 
134, the following rule shall be substituted, name¬ 
ly:— 

'134. Cosmetic to contain Dyes, Colours and 
Pigments—No Cosmetic shall contain 
Dyes, Colours and Pigments other than 
those specified by the Bureau of Indian 
Standards (IS : 4707 Part I as amend¬ 
ed) and Schedule Q. 

The permitted Synthetic Organic Colours and 
Natural Organic Colours used in the Cosmetic 
shall not contain more than :— 

(i) 2 parts per million of Arsenic calculated 

as Arsenic Trioxide. 

(ii) 20 parts per million of lead calculated 

as lead. 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 


(iii) 100 parts per million of Heavy Metals 
other than lead calculated as the total 
of the respective metals’'. 


NOTIFICATION 

New Delhi, the 14th November, 1994 

G.S.R. 811(E).—Whereas a draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945 was published as required by sections 
12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), with the Notification of the Gov¬ 
ernment of India, in the Ministry of Health and 
Family Welfare (Department of Health) No. 
GSR 112(E) dated the 22nd February, 1994, in 
the Gazette of India, Extraordinary Part H, Sec¬ 
tion 3, sub-section (i), dated the 22nd February, 
1994 inviting objections and suggestions from all 
persons likely to be affected thereby before the 
expiry of period of sixty days from the date on 
which the copies of the Official Gazette were made 
available to the public. 

And whereas the copies of the said Gazette were 
made available to the public on the 9-5-1994. 

And whereas objections and suggestions receiv¬ 
ed from the public on the said draft rules have 


3. In the said rules, for rule 144, the following 
rule shall be substituted, namely:— 

"’144. Prohibition of manufacture of Cosme¬ 
tics containing colours other than those 
prescribed.—No Cosmetic shall be manu¬ 
factured which contains Dyes, Colours 
and Pigments other than the one speci¬ 
fied by the Bureau of Indian Standards 
(IS : 4707 Part I as amended) ami 
Schedule Q. 

The permitted Synthetic Organic colours and 
Natural Organic Colours used in the Cosmetic 
shall not contain more than :— 

(i) 2 parts per million of Arsenic calculated 

as Arsenic Trioxide. 

(ii) 20 parts per million of lead calculated 
as lead. 

(iii) 100 parts per million of Heavy Metals 
other than lead calculated as the total 
of the respective metals’’. 
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4. In the said rules, in rule 149, for the words 

“Labelling of Hair Dyes containing Coal Tar 
Colours.—Hair dyes containing Para-Phenylendia- 
niiue or other Coal Tar Dye base or 
coal-tar dye intermediate” the words ‘‘labelling of 
Hair Dyes containing Dyes, Colours and Pig¬ 
ment—Hair Dyes containing Para-Phenylenedia- 
mine or. other Dyes, Colours and Pigments” shall 
he substituted. . 

5. In the said rules, for the words, occurring in 
tlie heading of Part I of Schedule 0, the following 
words, figures and letters shall be substituted, 
namely:— 

“List of Dyes, Colours and Pigments permit¬ 
ted to be used in Cosmetics and Soaps 
as given under IS : 4707 (Part I)-1988 
as amended by the Bureau of Indian 
Standards”. 

[No. X-11014(10|93-DMS &PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note : The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publi¬ 
cation of the Ministry of Health & Family Welfare 
(Department of Health) containing the Drugs Sf 
Cosmetics Act and the Rules (PDGHS-61). Sub¬ 
sequently the said rules have been amended by 
following notifications published in Part n, Sec¬ 
tion 3, Sub-section (i) of the Gazette of India, 
namely :— 

L GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979, 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-4-1980. 

6. GSR 779 dated 26-7-1980, 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 578(E) dated 6-8-1981, 

13. GSR 62(E) dated 5-2-1982, 

14. GSR 462(E) dated 22-6-1982. 

15. GSR 510(E) dated 26-7-1982. 

16. GSR 13(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984, 

19. GSR 460(E) dated 20-6-1984. 


20. GSR 487(E) dated 2-7-1984. 

21. GSR 89(E) dated 16-2-1985. 

22. GSR 758(E) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 

29. GSR 626(E) dated 2-7-1987. 

30. GSR 792(E) dated 17-9-1987. 

31. GSR 371(E) dated 24-3-1988, 

32. GSR 75(E) dated 2-6-1988. 

33. GSR 675(E) dated 2-6-1988. 

34. GSR 676(E) dated 2-6-1988. 

35. GSR 677(E) dated 2-6-1988. 

36. GSR 680(E) dated 6-6-1988. 

37. GSR 735(E) dated 24-6-1988. 

38. GSR 813(E) dated 27-7-1988. 

39. GSR 944(E) dated 21-9-1988 Corri¬ 
gendum. 

40. GSR 43(E) dated 20-1-1989 Corri¬ 
gendum. 

41. GSR 4.4(E) dated 20 1-1989 Corri¬ 
gendum. 

42. GSR 100(E) dated 14-2-1989 Corri¬ 
gendum. 

43. GSR 443(E) dated 12-4-1989. 

44. GSR 588(E) dated 2-6-1989 Corri¬ 
gendum. 

45. GSR 691(E) dated 11-7-1989. 

46. GSR 784(E) dated 28-8-1989. 

47. GSR 16(E) dated 10-1-1990. 

48. GSR 731(E) dated 23-8-1990. 

49. GSR 865(E) dated 25-10-1990. 

50. GSR 11(E) dated 7-1-1990. 

51. GSR 223(E) dated 19-4-1991. 

52. GSR 246(E) dated 1-5-1991. 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 

55. GSR 491(E) dated 25-7-1991. 
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56. GSR 495(E) dated 25-7-1991. 

57. GSR 532(E) dated 14-8-1991. 

58. GSR 626(E) dated MO-1991. 

59. GSR 668(E) dated 1-11-1991. 

60. GSR 730(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 Corri¬ 
gendum. 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 877(E) dated 17-11-1992. 

69. GSR 904(E) dated 2-12-1992. 

70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 Corri¬ 
gendum. 


72. GSR 28(E) dated 22-1-1993. 

73. GSR 86(E) dated 26-2-1993. 

74. GSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993 (Corri¬ 
gendum. 

76. GSR 374(E) dated 13-4-1993 Corri¬ 
gendum. 

77. GSR 447(E) dated 10-6-1993 Corri¬ 
gendum. 

78. GSR 658(E) dated 19-10-1993. 

79. GSR 673(E) dated 27-10-1993. 

80. GSR 108(E) dated 22-2-1994. 

81. GSR 109(E) dated 22-2-1994. 

82. GSR 370(E) dated 7-4-1994. 

83. GSR 466(E) dated 17-5-1994. 

84. GSR 615(E) dated 9-8-1994. } 
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